
XPARTMENT OF HEALTH AND HUMAN SERVtCES 
Public Health Service 

Food and Drug Administration 

APPLICATION FOR A VARIANCE Form Approved: O&I6 No. 0910-0025 

FROM 21 CFR 1040.11 (c) FOR A 

‘JOfEz No laser fight show, projection system, or device may vary from compliance with 21 CFR 1040.1 l(c1 in design or use without the approval of 
this application in accordance with 21 CFR 1010.4. 

INSTRUCTIONS 
t. Check eti appliceble boxes and type or print the 3. Mati your apptication to the Deckrts Management Brench @iFA-3051, Food and 

requested information. DIIJQ Administration, Roun l-23. 12420 Perkbwn Drive, RockviM, MD 20852. 
2. Submit an original and four (4) Copies. 4. Enter docket number if assignad. 

I. NAME Of COMPANY 

§ecr FCS+O t-3 

2. AODRESS OF COMPANY Iihclude UP CixieN..f P.0, Box is used, rirclude mtuel street eddress &o-l 

8Lo+D ROLAfw St, Bu Eb.m PACT,, (.) c\fl ‘-*,, 9 0 b-L\ 
3. NAME AN0 TITLE OF RESPONSIBLE PERSON 4. TELEPHONE (u&l Iftctudeerea tdcral :T 6i E t)F SUBMISSION 

RW z~a-r~~A’t\l . -ny-to70 -%O~cc; T4T- “ET- 00 

3. THE APPLICANT REQUESTS THE VARMNCE TO BE IN EFFECT FOR A PERIOD OF ‘& YEARS FROM THE DATE OF LSSUE. //ta 
general, t/b? Agency nn31 appmve a vaM for en& ~wr, ycdl3. N 8 Mger penbd & mquested, awe mGt be 8ttedrsd as pwt of the a-*., 

2. PRODUCT DESCRIP WON AND USE 

1. LtST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LJGHT SHOW( Sl AND PROJECTOR(SI 

?L 
>. PRODUCT FOR WHICH A VARIANCE fS REQUESTED ’ 

f/ A laser dipby devfce 

a A projector for a bser tight show 

@ A bser Frht show 

0 Other ISpsifyJ 

c. 89 PROJECTORS ARE iNTENOE0 FOR SALE, LEASE, OR LOAN TO 
OTHER tASER LIGHT SHOW PRODUCERS 

ML 10-gb ,p4aqPk+40 
. PRODUCT IS INTENDED TO & USE0 AT ANY ONE LOCATION 

@ Morethqnllidays ’ 

a Moreth&5butnotmorethan 15days 

88 LesstJ+tfidays 

1. TOUR IS iNTENDED TO RUN tiR 

0 Morathan6months 

a I-6montbs 

d. PRODUCT IS INTENDED FOR USE IN A Cl Less than one month 

m Planetarium or other dome projection structure a Not appfiie (Not a tour) 

r% Theater a Other (Spadfyl 

e Hotetlmotef ballroom or meeting room 

0 Store displays 

a Trade show or convention 

8 Discotheque or night ‘club 

a Pavilion 

2. PR0DUC-i UTRJZES THE FOLLOWING LASER EFFECTS 

@ indoor ye.na 

m Outdoor arena 

B Museum 

I Front screen projections 

~ Rear screen projections 

8s3 HolographicdisPlays 

@j Multiple reffe&on/diiaction effects 

Cj &~~#ina* sg@w Vlbo WJt@es scanning any accessible 

uncontrolIed are& 

a Reflections from statbmary mirrors or mirrored 

a Outdoor unenclosed area 

0 other mk?cw 

a. PRODUCT. IS INTENDED TO BE USE0 

@ Ai onI+ one’ @&d~ location 

At a variety of Ko& locations 

surfaces’ (&am Me@ices~ 

a Stationary irradiation of rotating mirror balls, etc. 

m Scanrdng irradidon of rotating inkmr balls, etc. 

I-Fibeiopdiri~ :. 

j# Fog, smoke, Or other scatterir;i enhancement effects 

a OtJler lspedfy 
B. t&ER’RADl 

LASER MEOIUM &lr, He-AIe, etc.) I WAVE LEI 

Al 

- 

I\t A /‘it%-- 1 .-53;L I-IV-W -1 
9. IF ANY LA&% RqDtATlON IS PULSED OR SCANNED, GNE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE 

%wvd TLC, ~0 l;odiZ 

. 
10. REASON FOR REQUESTING VARIANCE 

B Coajptiince with the timits of 21 CFR 1640.11 (c) would restrict the intended use of the product because compliance would 
limit the output power to the extent that the desired effects would not be sufficiently visible 



1. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARO 

a It is proposed to deviate from the pro&ons of 21 CFR 1640.11 (c) in that the accessible emission level would exceed the 
accessible emission limits specified in 21 CFR 1040.1 l(c). 

0 It is proposed to deviate from the provisions of 21 CFR 1040.11 fc) as follows: 

2. ADVANTAGES TO BE OERIVEO FROM SUCH OEVlATlON 

@ Laser light shows and displays are accepted poplIar media in entertainment and the arts. Use of power levels in excess 
of the limits imposed by 21 CFR 1040.11 (c) is necessary to achieve the required effects in these media. 

0 Other or additional advantages (descnibe and exp&if& 

3. EXPWN T&ALTERNATE MEANS OF RADIATION PROTECTKIN TO BE PROV)OEO. K%ck 8s my box8s 85 8p#Y. In item f4 Y?emrks,W 
jUSti@ 8oy boxes /?Ot checked, USit&7 8dditkM8! Sh?tS 8s v. Stat8 8ny other means of r8diatbn prOt8CtiOn tfMt wit! bb used.1 

a. @ Ail laser products, systems, shows, and projectors wig be cartifiad to comp& with 21 CFR 1040.10 and the condiirta of this variance ’ 
and will be reported as required by 21 CFR 1002.10 AND lOO2.11 using the reporting guides provided for such purpose. These actions 
wilt be accomplished prior to any introduction into commerce. ‘ 

b. @ Effects not specifically indicated in this variance application will not be performed- No other effects will be added until an amendment to 
the variance-has been obtdured and the required reports or supplements, as appticabie, have been submhted. 

C. m Scanning, projection, or reflection of laser and collateral radiation (Light show adZ8tionl into audience or other accessible u~nUokd 
areas wifl not be permitted except for diisa reffecdonrf produced by the atmosphere, added atmospheric scattering media, and target 
screens. 

d. p Laser radiation levels in excess of the limits of sass I will not be permitted at any point bass than 3.0 meters above any surface upon 
which persons other than operators, performers, or employees are permitted to stand or 2.5 meters below or in lateral separation from 
any place where such persons are permitted to be. Operators, performers, and employees will not be required or allowed to view 
radiation above the limits of Class I or be exposed to radiation above the limits specified in 21 CFR tD40.11 (c). 

e. I$ Any product which relies on scanning to meet access, exposure, or product class limits will *krcorporate a scanning safeguard system 
which directly senses scanner motion and which will react fast enough to preclude exceeding the applicable limit. 

f. q All laser light shows shall be under the direct and per&al control of trained, competent cperatork). The operator(s) will: 

(1) Be an employee of the variance holder who will be responsibfe for the training and the conduct of the operator; 

(2) Be located where all beam paths can be directly observed at ail times; and 

[3) btimediatefy terminate the em&ion of fight show’i&iition in the event of .any unsafe condition: or, for outdoor shows, upon request 
by any air traffic control officials. _. 

g. @ The maximum laser projector output power will not exceed the ievel required to obtain the intended effects: . . 

h. %1 The p&&n system tie.;fie projector and 8lf OlfKI: cornpooertfa used to produce the fighting effectrl wii be securely mounted or .i 
hmobiied to prevent unintended movement or mfsarinment. Beam masking will be provided as an inherent part of the system design 
to prevent 0verfTlgng of screens, beam stops, targets, etc. 

i. 4 Laser projectors will not be delivered to any other party under an agreement of sale, iease. or loan unless ,and until the recipient ‘. 
de~ni&strates that they have a variance in effect’at thetime pf.d@ivary that permits them to produce laser tight shows hrcorpwathrB 
such projector(s). .’ . 

j. & In addii to the requirements of 21 CFR 104D.lO(h), the manufacturer of laser pro~ectorslsystems will provide to parties who pu- 
chase, lease, or borrow the equipment adequate users’ iftstnrctions for safe installation and operation which explain the responsEMllty of 
the recipient as an independent light show manufacturer to submit the required reports and apply for and obtain a variance. from CDRH 
prior to introduction into commerce of any laser gght shows. 

k. @ The requirements of 21 C&R 1062.30(a)(l) and (2) will be accompfii through the use of written procedures for setup, aliinment 
testing, and performance of each show. these procedures wig be in sufficient detail to ensure compliance with 21 CFR 1040.10, the 
condii of this variance, and the control of access to radiation areas using the procedures described in the ANSI21 36.1 standard for 
tfte ‘safe use of faser’s @me&s-n Netiomf S&&‘ds~&itut+?, 1430 &oadwy, New York. NY 10018) or any other egu’hrafent UseC 
consensus standard and. where applicable, state or local requirements. Laser radiition areas which can contain radiation levels above 
the timits spdfkd in 21 CFR 1040.1 l(c) wilt be clearly identified by the posting of warning signs and/or restricting access through 
physical means 6wch.8~ pf88sure switches, photo cells. b8rrk?rs, gu8r&, etcJ. these req&mn%ats appty to temporary areas /svd, 8s 
durii?g Set up 8nd 8Ggnrnrmt procedures) and to fina) or permanent areas. The variance holder wiff retain the records of these procedures 
and the results of all tests as required by 21 CFR 1002.31. A copy of the variance application, the approvaf letter, current procedures, 
and records relating to each particular show will be with the operator or other responsible individual and wilt be made waifable for 
inspection by FOA and other responsible authorities. 

~--“--.1.-.__ ̂  



I / 

‘; @ Advance written notification will be made aa early as possible to appropriate federal, state, and local authorities providing show itinerary 
with dates and locations clearly and completely identifed, and a basic description of the proposed effects including a statement of the 
maximum power output intended. Such notifications will be made, but not necessarily be limited. to: 

(1) The Center for Devices and Radiological Health, Office of Compliance o&-342), 2096 Gaither Road, Rockville, MD 20850. providing 
the initial and closing dates for fixed installations and the itinerary for mobii shows. In addition, unless all aspects of each show have 
been reported and accession numbers clearly referenced, each notice will indude detailed descriptions of each show and a listing of all 
effects to be performed in suffiiiem detail to confm compliance with the regulations and this variance. 

(2) The Federal Aviation Administration (FAA) for any projections into open airspace at any time (i.e.. inchdhg set up, efignment, 
&ea~%?&. perfofm8nces, etc.1. if the FAA objects to any laser effects, the objections wig be resolved and any condii requested by 
FAA wilt be adhered to. If these condii cannot be met, the objectionaMe effects wii be deleted from the show 

t3) State and local radiation control offices/agen&a for ag shows to be performed within their juriidictions. All requirements of state and 
local law will be satisfied and any objections raised by local authorities will be resofved or the effects deleted. IA fit of fed-/ end 
st8te oHices is 8v8%3b!e fawn the center fix Devices and R8diobgic8f H88hh upon request.~ 

14. REMARKS 

CERTIFICATION 

f CERTIN that all of the above information and statements are true, complete, and correct to the best of my knowledge and acknowledge 
that my variance application may be denied or my variance may be revoked if this application is found to be false. misleading or incorrect 
in any material way. f have submitted and wii submit al reports required by 21 CFR lOD2.10 and 1002.11 on the laser equipment and 
show(s). I further understand that I may be required by regulation or by the Director, Center for Oevfces and Radiological Health. to supply 
such other information a,s.-may be necessary to evaluate and act on this application. 



t 

Public r~portiog burden for this collection of i~~formation is estimated to average -5 LOUIS per response, including the time 
for reviewing instructions. swchii existing data sources, gadkiug and maintaining the data ace&d. and completing 
reviewing the c4ktion of infotmatioo. Scud comments regardiig this burden estimate or lay other aspect of thii collection 
of information, including suggestions for rcduciug this burden to: . 

DHHS Reports Clearance Offir 
Papcnvork Reduction Project 091MwL5 
Hubert H. Humphrey Building. Room 531-H 
200 lndcpadeacc Avcoue. S.W. 
washiin. DC 2mol 

<-PkaseDONOT~ this appliution to this &dress. 

An agency may not conduct or sponsor, and a person iz not required lo respond to, a collection of informdin unkss it 
d&plays a current& w&f OMB control nwnbtr. 



DOMESTIC USE ONLY 

FOR PICKUP CALL l-800-2220181t j “NIT6osm*E* : POSTAL SERVICE 
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HOW TO USE: 

1. COMPLETEADDRESS LA5ELAREA 
Type orprint required return 
address and addressee information 
in customerblock (white area) 
or on label (If pmvidedJ 

2. PAYMEM MElHOD 
Affix postage or meter strip to area 
indicated in upper right hand comer. 

3. AlXACH LABEL (If provided) 
Remove label backing and adhere 
over customer address block atea 
{white are& 

lhe efficient FLAT RATE ENVELOPE. 
You don’t have to weigh the envelope... Just pack al/your correspondence and documents inside and pay only 
the 2 lb. Prior@@Mail postage rate. 

We Deliver. 


